Application No. 1 0 '674.38? 

Amendment dated July 27, 2007 

Reply to Office Action of March 28, 2007 

REMARKS 

Status of the Claims 

Claims 2-4 and 11-26 are currently pending in the application. Claims 2-11, 25 and 26 
stand rejected. Claims 12-24 are withdrawn as being draw* to a non-eieek im lion * .amis 
25 and 26 have been amende as se 1 h here Claims 5-1 ia\ >ee ereii All 

amendments and cancellations are made without prejudice or disclaimer. No new matter has 
been added by way of the present amendments. Specifically, the amendments to claim 25 are 
supported by canceled claims 8-1 0. The amendment to claim 26 is to clarify the antecedent basis 
of said second primer, as suggested by the Examiner. Reconsideration is respectfully requested. 

Rejection Utider 35 U.S.C. § 112, Second Paragraph 

Claim 26 stands rejected under 35 U.S.C. § 112, second paragraph, for failing to 
particularly point out and distinctly claim the subject matter which Applicants regard as the 
invention, (See, Office Action, at page 3). The Examiner states that claim 26 is unclear for 
reciting "said second nucleotide is cytosine" and recommends amending this phrase to instead 
recite, "said second primer is cytosmeT Applicants have amended claim 26 without prejudice or 
disclaimer as the Examiner suggests. 

Reconsideration and withdrawal of the indefmiteness rejection of claim 26 are 
respeetfu j i q sic I 
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Rejections Under 35 U.S.C. § 102(b) 

Yeelal 

Claims 2, 5-7, 1 1 and 25 stand rejected under 35 U.S.C. § 102(b) as being anticipated by 
Ye et ah, Nue. Acids Res,, 29( I7):E88~8, 1-8, 2001 (hereinafter, "Ye et air). (See. Office 
Action, at page 3). Claims 5-7 have been cancelled herein without prejudice or disclaimer, thus 
obviating the rejection as to these claims. Applicants traverse the rejection .as to the .remaining 
claims as set forth herein. 

The Examiner states that Ye et aL disclose an ARMS-PC R type of approach for detecting 
SNPs. This type of approach is disc issed in Ik specification at pages 3-4, 

Although Applicants do not agree that claim 25 is anticipated by Ye et aL, to expedite 
prosecution, claim 25 has been amended herein without prejudice or disclaimer to recite the 
limitations of non-anticipated claims 8-10. Therefore, claim 25 is believed to not be anticipated 
by Ye et al. because Ye et al. do not disclose all of the limitations of claim 25, as amended. "A 
claim is anticipated only if each and every element as set forth in the claim is found, either 
expressly or Inherently described, in a single prior art referenced (See, Verdegaal Bros, v Union 
Oil Co. of California, 814 F.2d 628, 631, 2 U.S.P.Q.2d 1051, 1053 (Fed. Cm 1987)). 

Dependent claims 2 and 11 are not anticipated as. inter alia, depending from a non- 
ant s base claim c aim 25 

Reconsideration and witbt am ec i i I 1 25 are 
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Feme el at 

Claims 2-7, 1 1 and 25 stand rejected under 35 U.S.C. § 102(b) as being anticipated by 
Feme et at, Am. J. Hum. Gen., 5l(2):25i-262, 1992 (hereinafter, "Ferae et at"). Claims 5-7 
have been cancelled herein without prejudice or disclaimer, thus obviating the rejection as to 
claims^, \pp i aming claims as set rih here 

The Examiner states that Feme et at disclose an ARMS type method for detecting SN?s. 
Although Applicants do not agree that claim 25 is anticipated by Feme et at, to expedite 
prosecution, claim 25 has been amended herein without prejudice or disclaimer to recite the 
limitations of non-anticipated claims 8-10. Therefore, claim 25 is believed to not be anticipated 
by Feme et al because Ferris et ai. do not disclose all of the limitations of claim 25, as amended. 
"A claim is anticipated only if each and every element as set forth in the claim is found, either 
expressly or inherently described, in a single prior art reference." (See, Verdegaal Bros., §14 
F.2dat631). 

Dependent claims 2 and 11 are not anticipated as, inter aha, depending from a non- 
anticipated base claim, claim 25. 

Reconsideration and withdrawal of the anticipation rejection of claims 2, 11 and 25 are 
respectfully requested. 

Rejections Under 35 U.S.C, § 103(a) 
Ye et al. & Durwa rd et at 

Claims 8 and 9 stand rejected under 35 U.S.C. § 103(a) as being obvious over Ye et al. m 
view of Durward et at, BioTech., 25(4}:608-614, 1998 (hereinafter, "Durward et al"). (See, 
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Office Action, at page 7). Claims 8 and. 9 have been canceled herein without prejudice or 
disclaimer, mso ejection of claims 8 and 9. 



Ye et ah & Durward et aj, . & Fu j isaki.et.al.. 

C i !<. P si 1 » 1 inde; 35 U.S.C. § 103(a) as being obvious over Ye et al. in 

view of Durward et a!., further in view of Fujisaki et al. t U.S. Patent No. 5,935,520 (hereinafter, 
"Fujisaki et al"). (See, Office Action, at page 8). Claims 10 has been canceled herein without 
prejudice or disclaimer, thus obviating the rejection of claim 10. 

However, claim 25 now recites the textual subject of cancelled claim 10. Amended claim 
25, however is not obvious in light of the cited references, especially Ye et al., for the following 
reasons. 

In the present invention according to amended claim 25, the analysis is carried out by 
measuring pyrophosphoric acid in dry analytical element without performing electrophoresis. 
The analysis by measuring pyrophosphoric acid has the following advantages as compared with 
the analysis by electrophoresis: 

(!) In PCR, pyrophosphoric acid is generated in a stoichiometric amount as a by-product. 
Thus, one molecule of pyrophosphoric acid is generated every time one nucleotide is 
incorporated. Therefore, the analysis by measuring pyrophosphoric acid based on chemical 
reaction is much more highly quantitative as compared to the electrophoresis system where 
fluorescence is measured by intercalate!-, 

(2) A quantitative assay of pyrophosphoric acid using a dry analytical element can be 
completed i 1 abo jt 5 mm < n ore rherefore an 
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assay of p) ric acid using dry analytical element is rapid as compared with 

electrophoresis. 

(3) The procedure (operation) of an assay of pyropfaosphorie acid using a dry analytical 
element is convenient where one drop of the reaction solution is blotted onto the slide (dry 
analytical element). 

(4) Some intercalators (such as ethidium bromide) used in electrophoresis are 
carcinogenic, while such harmful reagents are not Used in the assay of pyrophosphoric acid. 

Thus, because Ye et al. do not disclose or suggest all of the limitations of the presently 
claimed invention, as recited in amended claim 25, the presently claimed invention cannot be 
obvious k light of the disclosure of x c et ah Furthermore the disclosures oi the secondary 1 
references of Burward et al. and Fujisaki et al do not cure the defects of the lack of disclosure of 
Yeetal 

Ycetaj. 

Claim 26 stands rejected under 35 US.C. § 103(a) as being unpatentable as obvious over 
Ye et al (See, Office Action, at page 10). Applicants traverse the rejection as hereinafter set 
forth. 

The Examiner states that Ye et al. do not disclose or suggest primers that have two 
different mismatched nucleotides which are adenine in the first primer and cytosine in the second 
primer. However, the Examiner notes that Ye et al. discusses "strong," "weak" and "medium" 
mismatches and the possibility of using combinations thereof Thus., the Examiner states that 
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this disclosure is sufficient to make this particular choice of misn . ; >s obvious to 

one of ordinary skill in the art. 

As stated above, the analysis of the present invention is carried out by measuring 
pyrophosphoric acid in dry analytical element without performing electrophoresis. The analysis 
by measuri phoric acid ! 1 es 'be analysis by 

electrophoresis as discussed above, with respect to the rejection of claim 10. 

Thus, because Ye et al. do not disclose or suggest all of the limitations of the presently 
claimed invention, as recited in amended claim 25. the presently claimed invention cannot be 
obvious in light of the disclosure of Ye et al. Claim 26 depends directly from claim 25 and 
thereby incorporates all of the unique elements and features of claim 25. Thus, claim 26 is also 
not obvious m light of the disclosure of Ye et al. for the same reasons that claim 25 is not 
obvious. 

Reconsideration and withdrawal of the obviousness rejection of claim 26 are respectfully 
requested. 
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If the Examiner has any questions or comments, please contact Thomas J. Siepmann.,- 
Ph.D., Registration No 57374. ai the offices of Birch, Stewart, Kolaseh & Birch, LLP. 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment oi cre< >ayment to our Deposit Account. No. 02-2448 for 

any additional fees required under 37 C.P.R. § 1,16 or under § 1.17; particularly, extension of 
time fees. 



Dated: July 27, 2007 Respectfully submitted, 

By 1 : 

Mare S. Weiner 
Registration No.: 32,181 

BIRCH, STEWART, KGLASCH & BIRCH, LLP 
81 10 Gatehouse Road 
SuiteiOGEast 
P.O. Box 747 

Falls Church, Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicants 
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